HE  SECRETARY  OF  HEALTH  ANO  HUMAN  SERVICES 

•VASH.NGTON    O  C  J0J01 


FEB  -2  1994 


The  Honorable  Albert  Gore,  Jr. 
President  of  the  Senate 
Washington,  D.C.  20510 

Dear  Mr.  President: 

I  am  respectfully  submitting  the  report  required  by  section  6142  of  P.L.  101-239,  the 
Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1989  which  directs  the  Secretary  to 
review  the  current  methodology  for  reimbursing  for  blood  clotting  factors  under 
Medicare  Part  B,  evaluate  the  effect  of  the  methodology  on  the  accessibility  and 
affordability  of  the  factors  to  Medicare  beneficiaries,  and  include  any  appropriate 
recommendations  in  a  report  to  Congress. 

In  order  to  advise  Congress  on  the  current  methodology  for  reimbursing  for  blood 
clotting  factors  under  Part  B  and  on  the  evaluation  of  the  methodology  on  the 
accessibility  and  affordability  of  the  factors  to  beneficiaries,  pricing  data  was  obtained 
from  various  sources  including  54  hemophilia  treatment  centers  located  in  hospitals,  9  of 
the  largest  hemophilia  treatment  centers  and  home  care  companies  across  the  United 
States,  and  the  Red  Book,  a  catalog  of  wholesale  prices  of  drugs  and  drug  products.  In 
addition,  a  survey  conducted  in  1989  provided  pricing  and  other  payment  practices  of  the 
major  carrier(s)  in  each  of  the  10  Medicare  regions.  In  sum,  the  information  for  th& 
study  is  comprised  of  the  following:  the  cost  of  the  products  to  treatment  centers,  th^ 
charges  made  by  the  treatment  and  home  care  centers  to  third  party  payers,  the 
payments  made  by  Medicare  carriers,  and  the  average  wholesale  prices  (AWPs)  for 
blood  clotting  factors. 

Assertions  have  been  made  by  the  hemophiliac  community  that  as  a  direct  result  of  the" 
Medicare  payment  levels,  beneficiaries  are  not  able  to  obtain  blood  clotting  factors. 
These  allegations  have  not  been  substantiated  by  concrete  evidence  or  by  instances  of 
beneficiaries  who  lack  accessible  and  affordable  blood  clotting  factors.  Nevertheless,  the 
perception  that  a  serious  problem  exists  continues. 

Because  of  the  low  volume  of  claims  processed  and  relatively  small  expenditure  made  by 
Medicare  for  blood  clotting  factors,  earners  may  not  be  able  to  readily  profile  the 
charges  made  for  blood  clotting  factors  to  establish  allowances  based  on  marketplace 
charges.  For  blood  clotting  factors  furnished  on  or  after  June  19,  1990,  and  before 
September  30,  1994,  section  6011  of  P  L.  101-239.  as  amended  by  section  13505  of 
OBRA  1993,  provided  for  prospective  payment  hospitals  to  receive  an  additional 
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payment  for  the  costs  of  administering  blood  clotting  factors  to  hemophiliacs  who  are 
hospital  inpatients.  A  per  unit  price  for  clotting  factor  is  based  on  the  Red  Book  AWPs 
for  factors  for  the  year  1990.  To  derive  the  add-on  amounts,  the  AWPs  were  discounted 
15  percent  The  median  Medicare  Part  B  reimbursement  for  blood  clotting  factors  is 
virtually  equivalent  to  the  Part  A  add-on  amounts. 

The  Notice  of  Proposed  Rulemaking  on  the  fee  schedule  for  physicians'  services 
published  in  the  Federal  Register  on  June  5,  1991,  also  proposed  that  payment  for  drugs 
be  made  on  the  basis  of  AWP  minus  15  percent.  However,  the  Final  Rule  published  on 
November  25,  1991,  specifies  a  revised  standard  methodology  for  paying  for  all  drugs 
that  are  not  paid  on  a  cost  or  prospective  payment  basis.  Payment  is  made  at  the  lower 
of  the  estimated  acquisition  cost  (EAC)  or  the  national  AWP  of  the  drug.  The  EAC  is 
based  on  individual  Medicare  Part  B  carrier  estimates  of  costs  that  physicians  or  other 
providers  actually  pay  for  the  drug  products.  To  determine  the  EAC,  carriers  can  either 
survey  a  sample  of  dispensers  of  the  drugs  to  obtain  cost  information  or  request 
periodically  that  such  dispensers  provide  cost  information  when  they  submit  claims  for 
payment  for  drugs.  The  national  AWP  is  the  median  price  for  all  sources  of  the  drug. 

We  will  issue  revised  instructions  to  the  Medicare  Part  B  carriers  so  that  they  may 
establish  payment  allowances  for  hemophilia  clotting  factors  by  applying  the 
methodology  for  the  payment  of  the  ingredient  portion  of  drug  products  that  are  not 
paid  on  a  cost  or  prospective  payment  basis  to  the  payment  of  blood  clotting  factors. 
This  revised  payment  method  will  provide  a  consistent  payment  level  among  carriers  and 
simplify  carrier  administration  of  a  benefit  involving  a  very  limited  number  of 
beneficiaries.  At  this  time,  we  recommend  no  additional  changes  in  payment  for 
hemophilia  clotting  factors. 

The  estimated  cost  to  prepare  this  report  is  $64,000. 

I  am  also  sending  a  copy  of  this  report  to  the  Speaker  of  the  House  of  Representatives. 

Sincerely, 

Donna  E.  Shalala 

Donna  E.  Shalala 


Enclosure 


THE  SECRETARY  OF  hEA|_Th  AND  human  SERVICES 

WASHINGTON    OC  20201 


FEB  ~2  1994 

The  Honorable  Thomas  S.  Foley 
Speaker  of  the  House  of  Representatives 
Washington,  D.C.  20515 

Dear  Mr.  Speaker: 

I  am  respectfully  submitting  the  report  required  by  section  6142  of  P.L.  101-239,  the 
Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1989  which  directs  the  Secretary  to 
review  the  current  methodology  for  reimbursing  for  blood  clotting  factors  under 
Medicare  Part  B,  evaluate  the  effect  of  the  methodology  on  the  accessibility  and 
affordability  of  the  factors  to  Medicare  beneficiaries,  and  include  any  appropriate 
recommendations  in  a  report  to  Congress. 

In  order  to  advise  Congress  on  the  current  methodology  for  reimbursing  for  blood 
clotting  factors  under  Part  B  and  on  the  evaluation  of  the  methodology  on  the 
accessibility  and  affordability  of  the  factors  to  beneficiaries,  pricing  data  was  obtained 
from  various  sources  including  54  hemophilia  treatment  centers  located  in  hospitals,  9  of 
the  largest  hemophilia  treatment  centers  and  home  care  companies  across  the  United 
States,  and  the  Red  Book,  a  catalog  of  wholesale  prices  of  drugs  and  drug  products.  In 
addition,  a  survey  conducted  in  1989  provided  pricing  and  other  payment  practices  of  the 
major  carrier(s)  in  each  of  the  10  Medicare  regions.  In  sum,  the  information  for  this 
study  is  comprised  of  the  following:  the  cost  of  the  products  to  treatment  centers,  the 
charges  made  by  the  treatment  and  home  care  centers  to  third  party  payers,  the 
payments  made  by  Medicare  carriers,  and  the  average  wholesale  prices  (AWPs)  for 
blood  clotting  factors. 

Assertions  have  been  made  by  the  hemophiliac  community  that  as  a  direct  result  of  the 
Medicare  payment  levels,  beneficiaries  are  not  able  to  obtain  blood  clotting  factors. 
These  allegations  have  not  been  substantiated  by  concrete  evidence  or  by  instances  of 
beneficiaries  who  lack  accessible  and  affordable  blood  clotting  factors.  Nevertheless,  are 
perception  that  a  serious  problem  exists  continues. 

Because  of  the  low  volume  of  claims  processed  and  relatively  small  expenditure  made  fcy 
Medicare  for  blood  clotting  factors,  carriers  may  Dot  be  able  to  readily  profile  the 
charges  made  for  blood  clotting  factors  to  establish  allowances  based  on  marketplace 
charges.  For  blood  clotting  factors  furnished  on  or  after  June  19,  1990,  and  before 
September  30,  1994,  section  6011  of  P  L.  101-239,  as  amended  by  section  13505  of 
OBRA  1993,  provided  for  prospective  payment  hospitals  to  receive  an  additional 
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payment  for  the  costs  of  administering  blood  clotting  factors  to  hemophiliacs  who  are 
hospital  inpatients.  A  per  unit  price  for  clotting  factor  is  based  on  the  Red  Book  AWPs 
for  factors  for  the  year  1990.  To  derive  the  add-on  amounts,  the  AWPs  were  discounted 
15  percent.  The  median  Medicare  Part  B  reimbursement  for  blood  clotting  factors  is 
virtually  equivalent  to  the  Part  A  add-on  amounts. 

The  Notice  of  Proposed  Rulemaking  on  the  fee  schedule  for  physicians'  services 
published  in  the  Federal  Register  on  June  5,  1991,  also  proposed  that  payment  for  drugs 
be  made  on  the  basis  of  AWP  minus  15  percent  However,  the  Final  Rule  published  on 
November  25,  1991,  specifies  a  revised  standard  methodology  for  paying  for  all  drugs 
that  are  not  paid  on  a  cost  or  prospective  payment  basis.  Payment  is  made  at  the  lower 
of  the  estimated  acquisition  cost  (EAC)  or  the  national  AWP  of  the  drug.  The  EAC  is 
based  on  individual  Medicare  Part  B  carrier  estimates  of  costs  that  physicians  or  other 
providers  actually  pay  for  the  drug  products.  To  determine  the  EAC,  carriers  can  either 
survey  a  sample  of  dispensers  of  the  drugs  to  obtain  cost  information  or  request 
periodically  that  such  dispensers  provide  cost  information  when  they  submit  claims  for 
payment  for  drugs.  The  national  AWP  is  the  median  price  for  all  sources  of  the  drug. 

We  will  issue  revised  instructions  to  the  Medicare  Part  B  carriers  so  that  they  may 
establish  payment  allowances  for  hemophilia  clotting  factors  by  applying  the 
methodology  for  the  payment  of  the  ingredient  portion  of  drug  products  that  are  not 
paid  on  a  cost  or  prospective  payment  basis  to  the  payment  of  blood  clotting  factors. 
This  revised  payment  method  will  provide  a  consistent  payment  level  among  carriers  and 
simplify  carrier  administration  of  a  benefit  involving  a  very  limited  number  of 
beneficiaries.  At  this  time,  we  recommend  no  additional  changes  in  payment  for 
hemophilia  clotting  factors. 

The  estimated  cost  to  prepare  this  report  is  $64,000. 
I  am  also  sending  a  copy  of  this  report  to  the  President  of  the  Senate. 

Sincerely, 

Donna  E.  Shalala 

Donna  E.  Shalala 


Enclosure 
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EXECUTIVE  SUMMARY 


Section  6142  of  the  Omnibus  Budget  Reconciliation  Act  of  1989  (P.L.  101-239)  requires 
that  the  Secretary  review  the  current  methodology  for  reimbursing  for  blood  clotting 
factors  for  hemophilia  patients  under  Part  B  of  the  Medicare  program,  evaluate  the 
effect  of  the  methodology  on  the  accessibility  and  affordability  of  the  factors  to  Medicare 
beneficiaries,  and  report  to  Congress  on  the  review  including  any  appropriate 
recommendations.  This  report  was  due  to  Congress  on  June  19,  1990. 

For  items  and  services  purchased  on  or  after  July  18,  1984,  self-administered  blood 
clotting  factors  and  necessary  items  furnished  to  hemophilia  patients  competent  to  use 
such  factors  to  control  bleeding  without  medical  or  other  supervision  are  reimbursed 
under  Part  B. 

When  the  Medicare  program  commenced  payment  for  self-administered  blood  clotting 
factors,  there  was  a  lack  of  reliable  data  upon  which  to  establish  customary  and 
prevailing  charges.  In  the  8  years  since  Medicare  began  paying  for  self-administered 
blood  clotting  factors,  a  number  of  developments  have  occurred  which  affected  payments 
for  these  products.  Certain  varieties  of  clotting  factors  are  no  longer  manufactured  (i.e., 
non-heat  treated  factor  VIII  and  factor  IX).  When  the  Medicare  program  commenced 
payment  for  self-administered  blood  clotting  factors  under  Part  B,  two  varieties  of 
factors  were  recognized  -  a  heat  treated  variety  and  a  non-heat  treated  variety.  In 
addition  to  heat  treatment,  a  number  of  new  processes  have  been  developed  to 
inactivate  certain  viral  contaminants  of  blood  clotting  factors.  The  products  that  use  the 
new  methods  of  viral  inactivation  purport  to  have  a  greater  degree  of  purity  and  have 
prices  substantially  higher  than  the  price  of  dry  heat-treated  products.  Despite  the  great 
increase  in  cost  to  users  of  the  new  viral  inactivated  products,  such  products  are 
preferred  by  some  physicians  because  of  concerns  about  AIDS  and  viral  hepatitis. 
However,  there  is  no  unanimity  of  medical  opinion  whether  the  clinical  outcomes  of  the 
more  expensive  products  demonstrate  a  measurably  significant  increase  in  the  margin  of 
safety,  and  it  is  equally  unclear  whether  the  presumed  higher  margin  of  safety  justifies 
the  substantially  greater  costs.  Other  than  by  type  of  factor  (factor  VIII  and  factor  DC), 
the  Food  and  Drug  Administration  does  not  differentiate  in  classification  of  the  varieties 
which  it  finds  safe  and  effective. 

Assertions  have  been  made  by  the  hemophiliac  community  that  as  a  direct  result  of  the 
Medicare  payment  levels,  beneficiaries  are  not  able  to  obtain  blood  clotting  factors. 
These  allegations  have  not  been  substantiated  by  concrete  evidence  or  instances  of 
beneficiaries  who  lack  accessible  and  affordable  blood  clotting  factors.  Nevertheless,  the 
perception  continues  that  a  serious  problem  exists. 

In  order  to  advise  Congress  on  the  cun-ent  methodology  for  reimbursing  for  blood 
clotting  blood  clotting  factors  under  Part  B  and  on  the  effect  of  the  methodology  on  the 


accessibility  and  affordability  of  the  factors  to  beneficiaries,  pricing  data  was  obtained 
from  various  sources  including  54  hemophilia  treatment  centers  located  in  hospitals,  9  of 
the  largest  hemophilia  treatment  centers  and  home  care  companies  across  the  United 
States,  and  the  Red  Book,  a  catalog  of  wholesale  prices  of  drugs  and  drug  products.  In 
addition,  a  survey  conducted  in  1989  provided  pricing  and  other  payment  practices  of  the 
major  carrier(s)  in  each  of  the  10  Medicare  regions.  In  sum,  the  information  for  this 
study  is  comprised  of  the  following:  the  cost  of  the  product  to  treatment  centers,  the 
charges  made  by  the  treatment  and  home  care  centers  to  third  party  payers,  the 
payments  made  by  Medicare  carriers,  and  the  average  wholesale  prices  (AWPs)  for 
blood  clotting  factors. 

Because  of  the  low  volume  of  claims  processed  and  relatively  small  expenditure  made  by 
Medicare  for  blood  clotting  factors,  carriers  may  not  be  able  to  readily  profile  the 
charges  made  for  blood  clotting  factors  to  establish  allowances  based  on  marketplace 
charges.  Between  June  19,  1990,  and  September  30,  1994,  section  6011  of  P.L.  101-239, 
as  amended  by  section  13505  of  OBRA  1993,  provided  for  prospective  payment  hospitals 
to  receive  an  additional  payment  for  the  costs  of  administering  blood  clotting  factors  to 
hemophiliacs  who  were  hospital  inpatients.  A  per  unit  price  for  clotting  factors  was 
based  on  the  Red  Book  AWPs  for  factors  for  the  year  1990.  To  derive  the  add-on 
amounts,  the  AWPs  were  discounted  15  percent  A  detailed  description  of  the 
methodology  for  Part  A  add-on  amounts  was  provided  in  the  Federal  Register  notice  of 
September  4,  1990  (55  FR  36000).  The  median  Medicare  Part  B  reimbursement  for 
blood  clotting  factors  is  virtually  equivalent  to  the  Part  A  add-on  amounts  derived  from 
the  cited  methodology. 

The  Notice  of  Proposed  Rulemaking  on  the  fee  schedule  for  physicians'  services 
published  in  the  Federal  Register  on  June  5,  1991,  (56  FR  25792),  also  proposed  that 
payment  for  drugs  be  made  on  the  basis  of  AWP  minus  15  percent  However,  the  Final 
Rule,  published  in  the  Federal  Register  on  November  25,  1991  (56  FR  59502),  specifies 
a  revised  standard  methodology  for  paying  for  drugs.  This  methodology  applies  to  all 
drugs  furnished  to  Medicare  beneficiaries  that  are  not  paid  on  a  cost  or  prospective 
payment  basis.  Payment  is  made  at  the  lower  of  the  estimated  acquisition  cost  (EAC)  or 
the  national  average  wholesale  price  of  the  drug.  The  EAC  is  based  on  individual 
Medicare  Part  B  carrier  estimates  of  costs  that  physicians  or  other  providers  actually  pay 
for  the  drug  products.  To  determine  the  EAC,  carriers  can  either  survey  a  sample  of 
dispensers  of  the  drugs  to  obtain  cost  information  or  request  periodically  that  such 
dispensers  provide  cost  information  when  they  submit  claims  for  payment  for  drugs.  The 
national  AWP  is  the  median  price  for  all  sources  of  the  drug. 

Based  on  these  circumstances,  the  Health  Care  Financing  Administration  (HCFA)  will 
issue  revised  instructions  to  the  Medicare  Part  B  carriers.  The  instructions  will  detail 
the  method  that  is  used  to  compute  payment  for  the  ingredient  portion  of  drug  products 
which  are  not  furnished  on  a  cost  or  prospective  payment  basis.  Part  B  carriers  will  be 
advised  that  this  methodology  will  be  applied  to  the  payment  of  blood  clotting  factors. 
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This  method  will  provide  a  consistent  payment  level  among  carriers,  simplify  carrier 
administration  of  a  benefit  involving  a  very  limited  number  of  beneficiaries,  and  should 
substantially  eliminate  beneficiary  concerns  regarding  the  availability  of  blood  clotting 
factors. 
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STUDY  OF  REIMBURSEMENT  FOR  BLOOD  CLOTTING  FACTORS 
FOR  HEMOPHILIA  PATIENTS 


Section  6142  of  the  Omnibus  Budget  Reconciliation  Act  of  1989  (P.L.  101-239) 
requires  the  study  of  reimbursement  for  blood  clotting  factor  provided  to  hemophilia 
patients.  The  section  in  part  reads  as  follows: 

"The  Secretary  of  Health  and  Human  Services  shall  review  the  current 
methodology  for  reimbursing  for  blood  clotting  factors  for  hemophilia 
patients  under  Part  B  of  title  XVIII  of  the  Social  Security  Act  and  shall 
evaluate  the  effect  of  such  methodology  on  the  accessibility  and 
affordability  of  such  factors  to  Medicare  beneficiaries  ....  and  shall  include 
in  such  report  such  recommendations  as  the  Secretary  deems  appropriate". 

In  compliance  with  this  provision,  pricing  data  was  obtained  from  various  sources 
including  54  hemophilia  treatment  centers  located  in  hospitals,  9  of  the  largest 
hemophilia  treatment  centers  and  home  care  companies  across  the  United  States,  and 
the  Red  Book,  a  catalog  of  wholesale  prices  of  drugs  and  drug  products.  In  addition,  a 
survey  conducted  in  1989  provided  pricing  and  other  payment  practices  of  the  major 
carrier(s)  in  each  of  the  10  Medicare  regions.  A  copy  of  the  survey  form  may  be  found 
at  Appendix  A.  In  sum,  the  information  for  this  study  is  comprised  of  the  following: 
the  cost  of  the  product  to  treatment  centers,  the  charges  made  by  the  treatment  and 
home  care  centers  to  third  party  payers,  the  payments  made  by  Medicare  carriers,  and 
the  average  wholesale  prices  (AWPs)  for  blood  clotting  factors. 

This  study  is  divided  into  six  sections.  Section  A  is  an  overview  of  the  general 
Medicare  Part  B  payment  policy  for  blood  clotting  factors.  Section  B  addresses  the 
major  developments  which  have  had  an  impact  upon  Medicare  payment  of  factors 
subsequent  to  implementation  of  the  current  methodology.  Section  C  describes  the 
current  methodology  for  payment  of  blood  clotting  factors  under  Part  B  of  the  Medicare 
program.  Section  D  is  an  overview  of  the  proposed  payment  of  the  factors  under 
Part  A  of  the  Medicare  program.  Section  E  provides  an  overview  of  the  general 
Medicare  Part  B  payment  policy.  Section  F  contains  the  recommendations  necessary  to 
assure  that  blood  clotting  factors  are  both  accessible  and  affordable  to  Medicare  Part  B 
beneficiaries. 


A.      Overview  of  General  Payment  Policy  for  Blood  Clotting  Factors  IlnH^r  Part  r  of 
Medicare 


For  items  and  services  purchased  on  or  after  July  18,  1984,  self-administered 
blood  clotting  factors  and  necessary  items  furnished  to  hemophilia  patients  competent  to 
use  such  factors  to  control  bleeding  without  medical  or  other  supervision  are  reimbursed 
under  Part  B.  Hemophilia  is  an  inherited  blood  clotting  disorder  where  one  of  the 
plasma  proteins  is  missing  or  defective.  There  are  primarily  two  types  of  hemophilia- 
Hemophilia  A  and  Hemophilia  B.  The  most  common  factors  used  by  hemophiliacs  to 
replace  the  missing  or  defective  clotting  protein  are  referred  to  as  factor  VIII  and  factor 
IX.  Factor  VIII  is  the  most  widely  used  and  manufactured  blood  clotting  factor.  It  is 
used  by  persons  with  Hemophilia  A  who  represent  80  to  85  percent  of  the  hemophiliac 
population.  Factor  IX  is  used  by  persons  with  Hemophilia  B.  A  small  number  of 
hemophiliacs  have  developed  inhibitors  to  factor  VIII  and/or  factor  IX  and,  therefore, 
require  special  treatment. 

Payment  for  blood  clotting  factors  may  be  based  upon  reasonable  cost  or 
reasonable  charges  depending  upon  the  dispensing  source.  When  factors  are  dispensed 
by  a  provider,  such  as  a  hospital,  skilled  nursing  facility  (SNF),  or  home  health  agency 
(HHA),  payment  is  on  the  basis  of  reasonable  cost  and  the  claim  is  processed  by  the 
Medicare  Part  A  intermediary. 

When  the  blood  clotting  factors  are  dispensed  by  a  supplier  (e.g.,  independent 
blood  bank,  Red  Cross,  independent  pharmacy,  durable  medical  equipment  supplier, 
independent  hemophilia  center),  payment  is  based  on  reasonable  charges  and  the  claim 
is  processed  by  the  Medicare  Part  B  carrier.  The  reasonable  charges  for  the  blood 
clotting  factors  include  charges  for  the  factors  and  any  supplies  used  for  self- 
administration.  Certain  manufacturers  of  the  blood  clotting  factors  supply  needles  and 
diluent  with  the  factors. 

Based  upon  the  predominant  billing  practices  in  their  service  area,  the  carriers 
either  establish  separate  charge  screens  for  the  blood  clotting  factors  and  the  necessary 
supplies,  or  a  single  global  charge  for  both  components. 

When  the  Medicare  program  commenced  payment  for  self-administered  blood 
clotting  factors,  there  was  a  lack  of  reliable  data  upon  which  to  establish  customary  and 
prevailing  charges.  Therefore,  the  original  implementing  instructions  at  section  5245  of 
the  Medicare  Carriers  Manual  (MCM)  recommend  that  carriers  price  claims  for  blood 
clotting  factors  by  considering  the  approximate  ingredient  cost  of  the  factors,  the  cost  of 
the  supplies  necessary  for  self-administration,  and  a  reasonable  dispensing  fee. 

The  MCM  instruction  allows  much  latitude  to  the  carriers  in  determining  the 
price  of  the  blood  clotting  factors  since  neither  Medicare  nor  other  third  party  payers 
had  experience  with  paying  for  such  factors.  Medicare  carriers  had  almost  no  familiarity 


with  paying  for  blood  clotting  factors  in  their  private  businesses.  As  noted  in  the  MCM 
the  prices  in  the  common  reference  sources  for  wholesale  drug  prices  (e.g.,  the  Red 
Book  or  American  Druggists  Blue  Book)  were  considered  to  be  well  above  the 
discounted  prices  at  which  suppliers  could  purchase  these  factors. 

HCFA  contacted  five  of  the  seven  manufacturers  of  clotting  factors  to  determine 
their  actual  selling  price  for  blood  clotting  factors.  The  range  of  the  November  1,  1984, 
prices  of  the  manufacturers  were  reported  in  the  MCM  instruction.  Blood  clotting 
factors  were  available  at  the  given  price  levels  from  various  types  of  suppliers  including 
State  health  departments,  State  Medicaid  programs,  independent  pharmacies,  blood 
banks  and  other  suppliers. 

At  the  time  of  the  development  of  the  instruction,  many  suppliers  could  obtain 
the  blood  clotting  factors  on  a  competitive  bid  or  negotiated  rate  basis  or  through  a 
centralized  purchasing  program.  Some  manufacturers  furnished  the  blood  clotting 
factors  at  a  lower  price  to  suppliers  with  such  arrangements,  although  other 
manufacturers  did  not  offer  a  price  differential  for  these  arrangements.  Carriers  were 
authorized  to  determine  whether  discounts  were  available,  and  to  consider  the  selling 
price  to  the  various  types  of  suppliers.  (See  section  D  for  a  further  discussion  of 
discounting  practices). 

B.       Major  Developments  Affecting  Payment  of  Blood  Clotting  Factors 

In  the  8  years  since  Medicare  began  paying  for  self-administered  blood  clotting 
factors,  a  number  of  developments  have  occurred  which  affect  payments  for  these 
products. 

When  the  Medicare  program  commenced  payment  for  self-administered  blood 
clotting  factors  under  Part  B,  two  varieties  of  factors  were  recognized  -  a  heat  treated 
variety  and  a  non-    heat  treated  variety.  Certain  varieties  of  clotting  factors  are  no 
longer  manufactured  (i.e.,  non-heat  treated  factor  VIII  and  factor  IX).  In  addition  to 
heat  treatment,  a  number  of  new  processes  have  been  developed  to  inactivate  certain 
viral  contaminants  of  blood  clotting  factors.  These  processes  include  but  are  not  limited 
to  pasteurization,  suspension  heating,  vapor  heating,  solvent  detergent,  and  monoclonal 
antibody  purification. 

The  products  that  use  the  new  methods  of  viral  inactivation  purport  to  have  a 
greater  degree  of  purity  and  have  prices  substantially  higher  than  the  price  of  dry  heat- 
treated  products.  Several  contributing  factors  are  responsible  for  the  price  increase. 
The  yield  of  coagulation  factors  from  the  donor  pool  has  significantly  decreased  as  a 
result  of  the  new  manufacturing  processes  since  more  plasma  is  required  to  produce  a 
unit  of  coagulation  factor.  Periodic  shortages  contributed  to  price  increases.  In 
addition,  manufacturers  cite  the  enormous  costs  of  their  research  and  development 
programs  needed  to  ensure  a  safe  and  effective  supply  of  blood  clotting  factors. 


Despite  the  great  increase  in  cost  to  users  of  the  new  viral  inactivated  products 
such  products  are  preferred  by  some  physicians  because  of  concerns  about  AIDS  and 
viral  hepatitis.  However,  there  is  no  unanimity  of  medical  opinion  on  whether  the 
clinical  outcomes  of  the  more  expensive  products  demonstrate  a  measurably  significant 
increase  in  the  margin  of  safety,  and  it  is  equally  unclear  whether  the  presumed  higher 
margin  of  safety  justifies  the  substantially  greater  costs.  Other  than  by  type  of  factor 
(factor  VIII  and  factor  IX),  the  Food  and  Drug  Administration  does  not  differentiate  in 
classification  of  the  varieties  which  it  finds  safe  and  effective.  Therefore,  only  a  single 
variety  of  each  blood  clotting  factor  (i.e.,  "virally  inactivated")  is  now  recognized. 

C.      Current  Pricing  for  Reimbursement  of  Blood  Clotting  Factors 

The  following  discussion  is  based  on  the  current  payment  experiences  of  the 
major  carrier(s)  in  each  of  the  10  Medicare  regions  who  participated  in  our  1989  survey. 
It  appears  from  the  very  limited  available  data  that  most  of  the  Medicare  Part  B  claims 
submitted  to  carriers  for  hemophilia  clotting  factors  throughout  the  Nation  are  received 
and  processed  by  the  two  carriers  located  in  the  State  of  California,  Transamerica 
Occidental  and  Blue  Cross/Blue  Shield  of  California.  This  may  be  explained  by  the  fact 
that  most  major  manufacturers  of  hemophilia  clotting  factors  are  located  in  California. 

Since  carrier  jurisdiction  for  a  single  office  supplier  is  based  on  the  location  of  th« 
supplier,  the  California  carriers  are  more  likely  to  be  the  appropriate  claims  processors 
for  clotting  factors.  This  policy,  in  accordance  with  section  3102  of  the  MCM,  is 
followed  regardless  of  whether  the  supplier  provides  services  to  customers  outside  of  the 
carrier's  service  area.  Jurisdiction  for  payment  of  services  provided  by  suppliers  with 
branch  offices  or  outlets  lies  with  the  carrier  for  the  location  where  the  service  was 
provided  to  the  beneficiary,  i.e.,  where  the  supplier  met  with  the  beneficiary  or  received 
the  beneficiary's  call.  We  have  ascertained  that  three  of  the  largest  suppliers  of  clotting 
factors  bill  the  California  carriers. 

In  general,  for  the  1-year  period  between  July  1,  1988,  and  June  30,  1989,  i.e.,  the 
timeframe  covered  by  the  survey,  a  total  of  $3  million  was  expended  by  all  carriers  under 
the  Part  B  portion  of  the  Medicare  program  for  hemophilia  clotting  factors.  Two-thirds, 
or  approximately  67  percent  of  the  expenditure,  were  made  by  the  two  California 
carriers. 

Information  supplied  by  the  National  Hemophilia  Foundation  suggests  that 
monoclonal  factor  VIII  products  (i.e.,  those  using  monoclonal  antibody  purification) 
currently  represent  approximately  70  percent  of  the  factor  VIII  market.  The  remaining 
30  percent  market  share  is  comprised  of  non-monoclonal  factor  VIII  products. 

The  allowances  and  methodologies  used  by  the  survey  carriers  for  factor  VIII  are 
found  at  Table  1.  As  shown,  the  Red  Book  was  the  primary  source  used  in  the 
determination  of  the  allowed  payment  for  hemophilia  clotting  factors.  Two  carriers, 


Blue  Cross/Blue  Shield  of  Florida  and  Empire  of  New  York,  employed  price  guides 
other  than  the  Red  Book.  Blue  Cross/Blue  Shield  of  Florida  uses  the  National  Drug 
File  and  Empire  uses  the  lowest  price  available  from  the  New  York  Blood  Bank.  In 
general,  the  prices  paid  by  the  carriers  for  non-monoclonal  factor  VIII  ranged  from 
30  to  35  cents  per  unit  regardless  of  whether  carriers  employed  a  single  price  payment 
system  for  all  products  (i.e.,  one  that  pays  for  non-monoclonal  and  monoclonal  products 
at  the  same  level)  or  whether  they  employed  a  payment  system  that  makes  a  distinction 
in  allowances  between  products. 

Table  2  contains  price  data  for  non-monoclonal  factor  VIII  products.  The  table 
includes  the  name  of  the  product,  its  manufacturer,  several  measures  of  its  price  and  its 
market  share,  where  available.  The  cost  to  hemophilia  treatment  centers  by  the 
manufacturer,  charges  to  third  party  payers,  and  the  market  share  information  was 
supplied  by  the  National  Hemophilia  Foundation.  The  data  regarding  prices  provides 
the  median  charge  to  third  party  payers  and  the  1990  Red  Book  prices  for  the  cited 
products.  The  median  Medicare  payment  for  non-monoclonal  products  of  30  cents  was 
derived  from  our  survey  data.  As  expected,  the  cost  to  hemophilia  treatment  centers  for 
clotting  factors  is  lower  than  the  median  charge  to  third  party  payers  and  the  prices 
listed  in  the  Red  Book.  Although  we  note  that  the  1989  median  Medicare  payment  is 
lower  than  the  cost  to  hemophilia  treatment  centers,  we  have  never  received  any 
concrete  evidence  that  Medicare  beneficiaries  were  not  able  to  obtain  the  clotting  factor* 
at  the  median  Medicare  payment  level  and  since  the  predominant  pricing  method  used 
by  carriers  is  the  Red  Book  prices,  it  is  expected  that  a  substantial  increase  occurred 
with  the  1990  update. 

The  prices  for  monoclonal  factor  VIII  products  are  shown  in  Table  3.  The 
product,  manufacturer,  process,  and  market  share  are  listed  along  with  the  cost  of  the 
monoclonal  product  to  hemophilia  treatment  centers,  the  median  charge  to  third  party 
payers,  and  the  Red  Book  price.  The  median  Medicare  payment  for  monoclonal  factor 
VIII  was  62  cents  based  on  our  1989  survey.1 

Table  4  provides  the  cost  to  hemophilia  treatment  centers,  the  median  charge  to 
third  party  payers,  and  the  Red  Book  prices  for  factor  IX  products  which  are  delineated 
in  the  table  along  with  the  manufacturer,  process,  and  market  share  for  each  of  the 
products.  Table  5  provides  the  same  information  for  anti-inhibitor  products.  No  market 


^able  2  reveals  a  median  of  30  cents  per  unit  for  non-monoclonal  factor  VIII 
products.  As  shown  in  Table  1,  some  earners  have  a  single  payment  level  for  all 
processes  of  factor  VIII  clotting  factors.  To  determine  the  Medicare  payment  for 
monoclonal  products  for  Table  3,  the  median  of  30  cents  for  those  carriers  using  a  single 
payment  system  is  combined  with  the  monoclooal  payments  of  the  Medicare  carriers 
with  a  separate  payment  system.  The  result  is  a  median  Medicare  payment  of  62  cents 
per  unit 


Table  1 


PRICE  AND  PAYMENT  BASIS  FOR  HEMOPHILIA  CLOTTING  FACTOR  V... 

BY  STUDY  PARTICIPANTS  FACTOR  VIII 


CARRIER 

PRODUCT 
(TYPE) 

PAYMENT 
(in  dollars) 

BASIS 

BS  Massachusetts 

No  established  payment  levels  1] 

BS  Colorado 

All 

i 
i 

1  no 

Red  Book  AWP  2] 

Occid.  California 

All 

.30 

Red  Book  AWP  for  heat 
treated  Profilate  3] 

BS  Florida 

All 

.35 

National  Drug  File 

Empire  New  York 

All 

.24 

i 

Lowest  available  nrirs 
from  N.Y.  Blood  Bank 

BS  Pennsylvania 

All 

.30 

Average  of  Red  Book 
AWPs  for  various  brands 

BS  Texas 

I 

All 

.75 

Red  Book  AWP  for 
Monoclate 

Gen  Amer  Kansas 

All 

No  available 
price  data 

Contact  with  Manufacturer 

BS  California 

Monoclonal 

.75 

Red  Book  AWP 

Non-monoclonal 

.30 

Red  Book  AWP 

ab  Michigan 

Monoclonal 

.936 

Red  Book  AWP 

Non-monoclonal 

.35 

Red  Book  AWP 

Aetna  Oregon 

Monoclonal 

.90 

Red  Book  AWP 

Non-monoclonal 

.30 

Red  Book  AWP 

1]  BS  Massachusetts  has  not  received  any  claims  for  blood  clotting  factors. 

2]  According  to  the  1990  Red  Book,  all  factor  VIII  clotting  factors 
including  the  monoclonal  products  were  available  at  less  than  $1/unit. 

3]  At  the  time,  the  AWP  was  $.261 /unit  rounded  to  $.30/unit  by 
Occidental  to  allow  for  self-infusion  anciilanes. 
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Table  2 

PRICING  FOR  NON-MONOCLONAL  CLOTTING^ACTOR  VIII  PRODUCTS 


PRODUCT 
MANUFACTURER 

PROCESS 
MARKET  SHARE 

(30%) 

MEDIAN 
MEDICARE 
PAYMENT 
1989 

COST  TO 
TREATMFNT 

CENTERS 
1990 

MEDIAN 
CHARGE  TO 

TUIDn 

i  ninu 
PARTIES 
1989 

RED  BOOK 
1990 

AHF  Human 
Amer.  Red  Cross 

Qnl\/Ant  HAtornpnt 

\JUIVDI  IL  L/CLCI  yd  11 

N/A 

.30 

N/A 

N/A 

.75 

i 

Koate  HS  1] 
Cutter 

Moat/nactoi  ititoH 
ntfdi/ fJdolcUi  i^uU 

8% 

.30 

.38-.44 

.50 
(.44-. 85) 

.70 

Koate  HP 
Cutter 

Hoi  Filtratinn 

2% 

.30 

.55-64 

N/A 

.90 

Profilate  HP 
Alpha 

ntsai/ncpuai  lc 

13% 

.30 

N/A 

N/A 

.70 

Profilate  SD 
Alpha 

ouivci  it  L/Cici  yci  IL 

4% 

.30 

.44-48 

.50 
(.44-.72) 

.90 

NYBC 
NY  Blood  Bank 
Solvent  Detergent 
4% 

.30 

.44-48 

.50 
(.39-.58) 

N/A 

1]  At  this  time,  Koate  HS  is  not  sold  in  the  United  States.  This  product  is  now  only  sold  in  Puerto 
Rico  and  in  third  world  Nations.  Koate  HS  comprised  the  bulk  of  the  billings  for  non-monoclonal 
factor  VIII  clotting  factor  in  1988. 
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Table  3 

PRICING  FOR  IMMUNOAFFINITY  (MONOCLONAL)  FACTOR  VIII  PRODUCTS 


PRICE 

PRODUCT 
MANUFACTURER 
PROCESS 
MARKET  SHARE  (70%) 

MEDIAN 
MEDICARE 
PAYMENT 
1989 

COST  TO 
TREATMENT 
CENTERS 
1990 

MEDIAN 
CHARGE  TO 
THIRD 
PARTIES 
1989 

RED  BOOK 
1990 

AHF-M 
Amer.  Red  Cross 
Immunoaffinity 
23% 

.62 

.42-43 

.69 
(.46-1.29) 

N/A 

Hemofil  M 
Baxter 
Immunoaffinity 
20% 

.62 

 1 

.55 

.78 
(.63-1.80) 

.75 

Monoclate 
Armour 
Immunoaffinity 
30% 

.62 

.55-62 

.90 
(68-1 .95) 

.90 
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share  information  was  provided  by  the  National  Hemophilia  Foundation  for  these 
products. 

We  note  that  only  a  small  number  of  hemophiliacs  use  anti-inhibitors,  but  large 
amounts  of  the  products  are  consumed  by  those  who  require  it. 

When  we  collected  data  for  our  1989  survey,  we  did  not  request  information 
regarding  either  factor  IX  products  or  anti-inhibitor  products.  We,  therefore,  do  not 
have  any  current  Medicare  payment  data  regarding  these  products.  However,  the 
following  is  known: 

1.  Factor  DC  products  are  traditionally  much  less  expensive  than  factor 
VIII  products  and  these  cost  patterns  are  continuing; 

2.  Currently,  no  monoclonal  factor  IX  products  exist  but  such  products  are 
in  the  development  stage.  It  is  anticipated  that  at  least  one  monoclonal  product  will  be 
marketed  in  the  near  future; 

3.  Anti-inhibitors  are  priced  higher  than  both  factor  VIII  and  factor  IX 

products;  and 

4.  Some  carriers  pay  for  the  an  ti- inhibitor  products  at  the  same  level  as 
for  monoclonal  factor  VIII. 

We  expect  that  payment  for  factor  IX  and  for  the  anti-inhibitors  would  be  made 
on  the  same  basis  as  for  factor  VIII,  i.e.,  that  generally  payment  would  be  made  on  the 
basis  of  the  Red  Book  AWPs  for  the  specified  products. 

It  is  estimated  by  the  National  Hemophilia  Foundation  that  2,000  of  the  15,000 
hemophiliacs  in  the  United  States  are  Medicare  beneficiaries  and  that  approximately 
400-600  of  the  2,000  beneficiaries  are  capable  of  self- administering  the  clotting  factor.  It 
is  believed  that  the  majority  of  the  hemophiliacs  not  on  home  infusion  programs  require 
periodic  hospitalization  to  control  bleeding  episodes.  Therefore,  Medicare  payment  for 
clotting  factors  would  to  a  large  extent  be  made  under  Part  A  of  the  Medicare  program 
and,  therefore,  any  Part  A  payment  decisions  about  clotting  factor  have  implications  for 
the  Part  B  program. 

D.      Medicare  Part  A  Payment 

For  blood  clotting  factors  furnished  on  or  after  June  19,  1990,  and  before 
December  19,  1991,  section  6011  of  P.L.  101-239  provided  for  prospective  payment 
hospitals  to  receive  an  additional  payment  for  the  costs  of  administering  blood  clotting 
factors  to  hemophiliacs  who  were  hospital  inpatients.  Effective  August  10,  1993,  section 
13505  of  the  Omnibus  Budget  Reconciliation  Act  of  1993  amended  section  6011(d)  of 


Table  4 

PRICING  FOR  HEMOPHILIA  CLOTTING  FACTOR  IX 


PRODUCT 

PRICE 

MANUFACTURER 
PROCESS 

MARKET  SHARE 
(100%) 

COST  TO 
TREATMENT 
CENTERS 
1990 

MEDIAN 
CHARGE  TO 
THIRD 
PARTIES 
1989 



RED  BOOK 
1990 

Profilnine  HT 
Alpha 
Wet  Heat 
30% 

.08 

.17 
(.09-. 30) 

.35 

Proplex  T 
Baxter 

Uncertain 
20% 

.10 

N/A 

.19 

Konyne  HT 

Cutter 
Dry  Heat 
50% 

.07 

.17 
(.08-.30) 

N/A 

Table  5 

PRICING  FOR  ANTI-INHIBITOR  PRODUCTS 


PRODUCT 
MANUFACTURER 
PROCESS 


Autoplex 
Baxter 
Uncertain 


Feiba 
Baxter/lmmmuno  US 
Immunoaffinity 


Humate  P 
Armour 
Heat/Pasteurized 


Hyate  C 
Porton  Products 
Porcine  derived 


MEDIAN  CHARGE 
TO  THIRD  PARTIES 
(in  dollars) 


.98     (180-390  units) 
(.79-1.25) 

1.00  (390-1050  units) 
(.96-1.11)  


1.00 
(.75-2.22) 


1.19 
(.95-2.85) 


1.00 
(.96-1.11) 
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P.L.  101-239  to  provide  for  the  retroactive  extension  through  discharges  occurring  on  or 
before  September  30,  1994,  of  the  add-on  payment  amounts.  To  determine  payment  a 
predetermined  price  per  unit  of  the  clotting  factors  was  multiplied  by  the  number  of 
units  provided. 

A  per  unit  price  for  clotting  factors  was  based  on  the  Red  Book  AWPs  for  factors 
for  the  year  1990.  Three  separate  add-on  amounts  were  set  for  each  of  the  three  basic 
types  of  clotting  factor  -  (1)  factor  VIII,  (2)  factor  IX,  and  (3)  anti-inhibitors  for  persons 
with  inhibitors  to  factor  VIII  and  factor  IX. 

To  derive  the  add-on  amounts,  the  AWPs  were  discounted  15  percent  based  on 
the  Department  of  Health  and  Human  Services  (DHHS)  Office  of  Inspector  General's 
(OIG)  report,  "List  of  Average  Wholesale  Prices  in  Reimbursing  Pharmacies 
Participating  in  Medicaid  and  the  Medicare  Prescriptive  Drug  Program"  (Report  No.  A- 
06-89-00037,  October  3,  1989).  According  to  the  report,  the  AWP  is  sharply  discounted 
in  direct  sales  which  is  the  manner  by  which  most  hospitals  make  purchases  for  drug 
products  such  as  blood  clotting  factors.  The  average  discount  is  15.5  percent  Further, 
the  OIG  determined  that  the  AWP  is  not  a  meaningful  payment  level  to  be  employed  in 
making  drug  payment  under  the  Medicare  program. 

Under  Part  A  the  add-on  payment  amounts  established  for  Medicare  hospital 
inpatients  were: 

Factor  VIII  -  $  .64/unit 
Factor  DC  -  $  .26/unit 
Anti-inhibitors-  $1.00/unit 

The  add-on  payment  amounts  were  based  on  the  cost  of  the  clotting  factors  and 
did  not  cover  other  costs  associated  with  the  administration  of  clotting  factors  such  as 
necessary  supplies,  etc. 

E.      Medicare  Part  B  Payment  for  Drugs 

The  Notice  of  Proposed  Rulemaking  on  the  fee  schedule  for  physicians'  services 
published  in  the  Federal  Register  on  June  5,  1991,  (56FR25792),  also  proposed  that 
payment  for  drugs  be  made  on  the  basis  of  AWP  minus  15  percent  However,  the  Final 
Rule,  published  in  the  Federal  Register  on  November  25,  1991  (56FR59502),  specifies  in 
regulations  (42  CFR  405.517),  a  revised  standard  methodology  for  paying  for  drugs. 
This  methodology  applies  to  all  drugs  furnished  to  Medicare  beneficiaries  that  are  not 
paid  on  a  cost  or  prospective  payment  basis. 

Payment  is  made  at  the  lower  of  the  estimated  acquisition  cost  (EAC)  or  the 
national  average  wholesale  price  of  the  drug.  The  EAC  is  based  on  individual  Medicare 
Part  B  carrier  estimates  of  costs  that  physicians  or  other  providers  actually  pay  for  the 
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drug  products.  To  determine  the  EAC,  carriers  can  either  survey  a  sample  of  dispenser' 
of  the  drugs  to  obtain  cost  information  or  request  periodically  that  such  dispensers 
provide  cost  information  when  they  submit  claims  for  payment  for  drugs.  The  national 
AWP  is  the  median  price  for  all  sources  of  the  drug. 

Under  Part  B,  the  national  AWP  or  median  prices  for  blood  clotting  factors 
based  on  the  1992  Red  Book  would  be: 

Factor  VIII  -        $  .83/unit 

Factor  IX  -        $  .35/unit 

Anti-inhibitors        -  $1.275/unit 

F.        Discussion  and  Recommendations 

Assertions  have  been  made  by  the  hemophiliac  community  that,  as  a  direct  result 
of  the  Medicare  payment  levels,  beneficiaries  are  not  able  to  obtain  blood  clotting 
factors.  We  were  not  able  to  substantiate  these  allegations  by  concrete  evidence  or 
instances  of  beneficiaries  who  lack  accessible  and  affordable  blood  clotting  factors. 
Nevertheless,  the  perception  continues  that  a  serious  problem  exists. 

Because  of  the  low  volume  of  claims  processed  and  relatively  small  expenditure 
made  by  Medicare  for  blood  clotting  factors,  carriers  may  not  be  able  to  reliably  profile 
the  charges  made  for  blood  clotting  factors  to  establish  allowances  based  on  marketplace 
charges. 

Based  on  these  circumstances,  the  Health  Care  Financing  Administration 
(HCFA)  will  issue  revised  instructions  to  the  Medicare  Part  B  carriers.  The  instructions 
will  direct  carriers  to  apply  the  Part  B  methodology  for  drug  products  not  furnished  on  a 
reasonable  cost  or  prospective  payment  basis  to  the  payment  of  blood  clotting  factors. 

As  noted  in  section  C  for  factor  VIII,  monoclonal  products  constitute  70  percent 
of  the  market  and  the  1989  median  Medicare  Part  B  reimbursement  was  $.62.  The  Part 
A  add-on  amount  for  this  blood  clotting  factor  was  $.64.  Under  the  revised  Medicare 
Part  B  methodology  for  the  payment  of  drugs,  the  1992  payment  for  Factor  VIII  blood 
clotting  factors  would  be  $.83.  This  revised  payment  method  will  provide  a  consistent 
payment  level  among  carriers  and  simplify  carrier  administration  of  a  benefit  involving  a 
very  limited  number  of  beneficiaries.  The  increased  level  of  payment  should 
substantially  eliminate  beneficiary  concern.  At  this  time,  we  recommend  no  additional 
changes  in  payment  for  hemophilia  clotting  factors. 


Attachments 


8 


4 


DEPARTMENT  OF  HEALTH  &.  HUMAN  SERVICES  ?**  Car, 


Oate 


jul  2 1  1999  Memorandum 


From  Director 

Office  of  Payment  Policy,  BPD 

Subi#ct    Pav^nt  for  Hemophilia  Clotting  Factors 
All  ARAa  for  Program  Operations 

All  ARAa  for  Medicare 
Regions  I,  m,  vil,  VIII 


52*5  indict.,  ttat  EXJ^^bS'KS'olf'X*1,  'MCM)  "«ion 
expensive  medically  n«ea«s*™  K,°  j    °ased  on  the  least 

indicates  thE  biold  SS£S  f J^iS l!£4a>  ffctora'     *t  also 
treated  and  non-heat  SSSffvSSS&^SlS1^  "  both  hMt 

produc.  dry  h..t  treated  feSST t    S£  n.« 
f ector  8  j.,  now  only  one  of  several  dlf 

ffis^-shF  ^•^««.no*.t:rhg:vn.t  ?oddo 

ehlmi^f  method.of  Purification  rather  than  the 
cnemical  composition.  «w 

There  has  been  a  shortage  of  supplies  for  hl««<* 
clotting  factors  and  prices  hav^InlreMed  ° 
dramatically  the  last  few  years.    Pr"lsfor  the 
products  vary  by  up  to  3  fold  and  SSI  cSstf  ?or 
patient  can  range  from  Sio.000  to  aSX  tloS?lo0  f 

?I2I!?!-0f  ***  AIDS  •Pid*mi<=  *nd  concern  about  viral 
bSE^  f°me  >h*'^™  P«fr  higher  cos?  privet, 
because  of  a  presumed  greater  margin  of  safety  it 

3uooirVi^n^ad'  hOW#V#r'  that  »ci.ntifiS  evidence 
supporting  these  opinions  is  inconclusive. 
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To  assist  us  in  revising  the  MCM  instruction    u«  ™  ■  . 

in  learning  how  payment  is  currently  being"  madefy  Li  follow!*. 

carriers:  '  toiiowmg 

Region  I      Mass.  BS                           Region  VI  Texas  BS 

Region  II    Empire  BS                         Region  VII  rl™»7  » 

Region  III  Penn  BS                            R-fi™  Irrr  Se?erai 

Region  IV    Florida  BS                       gJS  S  Silr'V8  - 

Re.ion  V      Mich.  BS  £!£J£i£* 

Region  X  Aetna  (Oregon) 

iS^Siiir  C°Uld  Y0U  PlM"  aac«rt*in  following 

Does  the  carrier  have  different  allowances  for 
different  brands  (Kaoate,  Hemofil,  Monoclate, 
Profilate,  etc.)  of  factor  8  clotting  factors? 

If  yes,  what  are  the  current  allowances  for  each  and 

2*1  ••t*biiah«d-  Durinf  the  year  ending 
6/30/89,  what  was  the  volume  of  products  and  total 
dollars  allowed  for  each  bran&g?^ 

If  a  single  allowance  is  used,  what  is  the  allowance 
YHiJUH  Wa?  xt  i»h«<«    During  the  year  ending 

6/30/89,  what  was  the  volume  and  total  dollars 
allowed? 

What  problems,  if  any,  has  the  carrier  for  Medicare  or 
in  its  private  line  found  with  paying  for  hemophilia 
clotting  factors --shortage,  dramatic  price  increases? 

Do  you  or  the  carrier  have  any  general  comments  to 
offer  on  establishing  price  levels  for  these  products? 

Please  forward  this  information  by  September  1,  1989  to: 

Division  of  Medical  Services  Payment 
OPP/BPD 

1-H-S  Cast  Low  Rise  Bldg. 
6 3 25  Security  Boulevard 
Baltimore ,  MD  21207 

If  you  have  questions  regarding  this  request,  please  contact 
Roberta  Epps  ( FTS  646-4503). 


Booth 


» 
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